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14, ABSTRACT
Purpose and Scope:

lMedication overdoses account for substantial numbers of suicide-related behaviors in several
segments of the US population, including active duty military. The purpose of this study was
to determine if medication administration via blister packaging was asscciated with an
increase in treatment adherence and a decrease in suicide-related overdcses among high risk
patient pepulations. Facilitating individuals taking their medication as prescribed was
expected To be asscciated with symptom improwement and a decrease in assoclated distress. In
turn this improvement was expected to decrease overall suicids risk. Also, creating
appropriate means restriction was expected to result in reduced morbidity and mortalits
resulting from intentional and accidental overdoses. The primary study hvpothesis was that
patients in the Blister Pack (BP) condition would have better treatment adherence with their
regular prescripticn madications than patients in the Dispense as Usual (DAU) condition. A
secondary hypothesis was that patients in the BP condition would have significantlv bstter
treatment adherence with their PRN (i.e., as needed} medications than patients in the DAU
condition. The seccnd primary hvpothesis was that patients in the BP condition would have
fewrer overdoses than patients in the DAU condition. Two exploratory hvpotheses were also
tested. The first was that patients in the BP condition weould report less svmptom distress
than patients in the DAU condition. The second was that patients in the BP condition would
have fewer negative medical/psychiatric outcomes (i.e., emerg=ancy department {(ED) visits,
intensive care unit (ICU) admissions, and psychiatric inpatient admissions) for sulcide-
related behaviors than patients in the DAU condition.

Overall Progress:

Year one involved kiring and training staff, preparing all regulatory documents and
submittincg them for approval, then initiating participant recruitment through baseline and
follovw-up assessments. Year two focused on recruiting for and completing the feasibility
phase of tha study, and making necessaryv protocol amendments pricr to the full-trial phase of
the study. Year three focused on recruitment and data collection for the full trial phase.
Year four continued to focus on recruitment and data collection. We wviere also approved for a
cne yaar lo-Cost Extension for yvear five of the study which focused on wvrapping up
recruitment and data collection, data cleaning, data analyvsis and preparing final reports.




Results:
All data collection is complete and has been checked and cleaned.

The primary study hypothesis was supported. Participants in the blister pack ccndition were
more adherent with their medications at the 12~-month follow-up for the medication on which
their adherence was worst. Additionally, the change in adherence from l-month to 12-month
follow-up was significant such that participants in the blister pack condition improved by
28.8% wvhereas those in the DAU conditicn worsened by 36.6%. There were no significant
differences in patient adherence to PRN medications. The second primary hypothesis could not
be tested as there vere no overdoses in either condition. The first explorateory hypothesis
was supported by BF participants reporting a decrease in symptom distress from both 1 to 3
months and 1 to & months whareas participants in the DAU condition reported increases in
symptom distress cver the same comparison periods. While these differences were statisticallys
cignificant, thev were too small to be deemed clinically significant. The second exploratory
hypothesis was not supported in that there were no differences in emergency department
visits, psychiatric hospitalizations, or other hospitalizations across cenditions. Thers was
only one intensive care unit admission in the entire study, and it was not related to a
suicide attempt.

Significance:
Blister packaging medications improves patient adherence with their prescribed regimen.
However, this relationship is complicated as it was observed onlv for the medication
with which participants were least adherent overall. It is interesting to note that the
difference between the two conditions was seen only at the final 12-month fclleow-up and
in locking at the overall change in adherence from 1 month to 12 months. Participant
adherence in the blister pack condition gradually increased over the course of the
study while in the control condition it gradually decreased. While there are multiple
mechanisms thrcocugh which blister packaging may facilitate medication adherence, we
propose that this form of packaging changes people’s relationship with their
medications cver time. They mav develop a greater sense of self-efficacy seceondary to
taking their medications. Anecdotal evidence from a participant satisfaction
questicnnaire administered during the final fcllow-up suggests patlients were more aware
of vhen they should be taking their medications kecause cf the blister packs. It is
also possible that because patients knew they were in the blister pack condition, it
created more social demand for them to take their medications. although not assessed as
part of the study, a greater awareness of how patients were taking their medications
may have contributed to more and better communication with their providers. There may
also be an interaction between how patients take their medications and how they feel
overall. In addition to finding that patients were mcre adherent in the klister pack
condition, they also reported less s'mptom distress than patients in the control
condition. But due to the small differences, additional research is necessary before
corncluding that blister packaging m=aningfully decreases s:mptom distrass. Although we
were unable to test the hypothesis specific to suicide prevention, the results clearly
suppert a significant benefit to blister packaging medications and the need for
additional research in this area. We believe that the observed significant benefits of
blister packaging medications for patients at high risk of suicide justify further
stucy to determine how this approach can best be used to manage suicide risk, improve
patient functioning, and provide a cost-effective element of comprehensive care.
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Introduction:

The purpose of this study was to determine if participants’ adherence with prescribed
medications would be enhanced as a function of how those medications were dispensed. Specifically,
it was hypothesized that adherence would be better when medications were blister packaged versus
dispensed in standard pill vials. Previous research supports a range of benefits to blister packaging
medications for at-risk patients (Llorca, 2008; Bosworth et al., 2005; Dolder, Lacro, & Jeste, 2003).
Non-adherence, defined as “not having a prescription filled, not taking enough medication, taking too
much medication, not observing the correct interval between doses, not observing the correct duration
of treatment and taking additional non-prescribed medication” (Bosworth, Oddone, & Weinberger,
2005, p. 149), is a significant issue for those with psychiatric illness. Moreover, studies suggest that
psychiatric symptoms interfere with adherence and partial adherence is associated with poorer
psychiatric outcomes, including suicide. Specifically, those who are non-adherent are at 4-7 times
greater risk of death (Llorca, 2008). Blister packaging, a structured means of dispensing medications
(Bosworth et al., 2005} is expected to increase adherence, and decrease subsequent poor outcomes in
patients at risk for suicide. The specific aims of this study were to: examine if blister packaging
medication significantly increased medication adherence; determine if Blister Packaging decreased
self-poisoning behavior; determine if Blister Packaging medications decreased overall symptom
distress; determine if Blister Packaging medications reduced additional negative medical and
psychiatric outcomes; and finally, determine if Blister Packaging medications reduced health care
utilization.

Kevywords:

Blister Packaging

Medication Adherence

Veterans

Interventional

Suicide Risk

Psychiatric Inpatients and Qutpatients
Decreased Self-Harm Behavior
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3. Overall Project Summary:

Statement of Work (updated with No-Cost Extension)

Task 1.

Task 2.

Project Start-up (months 1-3): Complete

l1a. Hire research assistant, pharmacy technician, and pharmacist (month 1)
¢  All study personnel were hired by January 2010 (month 4)

1b. Train staff (month 2)
e All study personnel were trained by April 2010 (month 7)

lc. Orient inpatient staff to study logistics (month 3}
*  Accomplished by month 7

Participant Recruitment (months 4-51): Complete

2a. Introducing study to appropriate patients receiving care at the Denver VA Medical
Center (VAMC) (months 4-51)

2b. Securing consent to participate (months 4-51)

2c. Recording contact information (months 4-51)

2d. Creating participant data base (month 4)

Throughout the course of the study, we continually conducted internal audits to
ensure that all participants had correctly signed the Consent and HIPAA forms (which they
receive a copy of for their own records); had their participation in the study flagged in
their electronic medical records (which also allowed the Consent and HIPAA form to be
scanned into their record); and filled out the ‘Additional Contacts’ form so that we couid
verify their correct and most recent contact information, in addition to providing us with
alternate forms of contact if we are unable to get a hold of the participant themselves.
Once participation in the study was complete, we made a final note in their patient records
indicating that the participant was no longer enrolled in the study and noted this in our
‘Continuous Audit Spreadsheet’; All “Research Subject B” notes for all participants have
been closed. All audit findings were recorded.

We stored the participants’ contact information in a “Master Database” that was
password protected. This was kept separate from the Measure Database (also password
protected) where we stored all of the data we collected throughout the study for baseline
and follow-up assessments. All data and forms we used for participants were kept in
locked file cabinets.

We were audited by VA R&D in April 2012, March 2013, and April 2014; no issues
were found.

3|Page



Task 3. Baseline Assessment (months 4-51); Completed

3a. Administering assessment protocol to all participants (months 4-51)
3b. Entering baseline assessment data (months 4-51)

Once a participant signed the consent and HIPAA forms for the study, a research
team member notified the pharmacy so that they would have time to prepare for a new
participant entering the study. The Investigational Drug Section of the outpatient research
pharmacy, Investigational Drug Pharmacy, would make notes in the participants’ pharmacy
record, randomize them to receive their medications in blister packs or pill bottles, and then
package all participants’ medications appropriately so that they were ready when the
participant completed the baseline assessment.

For participants on the Inpatient unit, a research team member went up to the unit #
few days prior to the participant’s discharge to enroll eligible participants, which also
included giving the participants detailed information that was necessary for their
participation in the study. Participants who were recruited from the outpatient clinics
complete the Consent, HIPAA, and baseline assessment on the same day. The baseline
assessment typically took about an hour to complete.

Once the baseline assessment was completed, a research team member entered the
assessment data into the database. The databases for the study were set up; one was for
participants’ contact information (*Master Database’) and the other was an Assessment
Database where only subject ID’s were used to identify participants, so the ‘Assessment
Database’ does not contain any PHI. Both databases are password protected and only
research team members have access to them.

Task 4. Preparing Year One Quarterly Reports (months 3, 6, 9, 12): Completed

Year One, Quarter One’s report was submitted January 20, 2010. The Year One, Quarter
Two report was submitted April 15, 2010. We were exempt from the Year One, Quarter 3 report.
The Year One, Quarter Four (Annual Report) report was submitted on October 13, 2010.

Task 5. Follow-Up Assessments (months 5-57): Completed

5a.  Setting up appointments or making phone calls to administer follow-up

assessments to each participant at one month intervals post-baseline (months 5-57).
Giving participants cash and having them sign a receipt indicating that payment
was received or mailing checks to participants following each completed assessment
(months 5-57).

5b.  Reviewing participants' VA medical records for clinic visits and inpatient admissions
on a monthly basis (months 5-57).

5c.  Entering follow-up assessment data {(months 5-57).

5d.  Checking entered data against raw data
(months 9, 13, 17, 21, 25, 29, 33,37, 41, 45, 49, 53, 57).

5e.  Correcting data entry errors identified in 5e
{months 10, 14, 18, 22, 26, 30, 34, 38, 42, 46, 50, 54. 58}

4| Page



Each follow-up assessment was scheduled for one month out from the previous
assessment. Prior to the time of the follow-up assessments a research teamn member called the
participant to remind them of their follow-up assessment, which usually took around 30 minutes.
Prior to each follow-up assessment, the research team member checked the participants’ VA
medical records for notes regarding any clinic or hospital admissions. As soon as each of the
assessments were complete, participants were paid cash or a research team member filled out the
necessary form so that the participant could be mailed a check for completing their assessment.
All subject payments have been made. After the follow-up assessments, the assessment data was
double-entered into the database to ensure accuracy.

Study recruitment ran through December 2013. Follow-up assessments concluded June
30, 2014. Over the course of the study, we recruited 303 participants. All of the participants
completed some portion of the full year of study enrollment.

Task 6. Preparing Year Two Quarterly Reports (months 15, 18, 21, 24): Completed

Year Two, Quarter One’s report was submitted January 15, 2011, the Year Two, Quarier
Two report was submitted April 15, 2011, Year Two, Quarter Three’s report was submitted on June
15, 2011. Year Two, Quarter Four’s report was submitted on September 15, 2011.

Task 7. Data Analyses (months 57-60): Completed

7a.  Correcting data entry errors identified in 5e (month 57)

We re-entered 25% of our data in July 2012 to ensure that data entry was accurate; no -
major issues came up and we made necessary adjustments. We then did frequent data checks and
corrected any problems noted. We documented all changes made.

All study data was entered by the end of July, 2014. Afterwards, we performed another
data check and cleaned up the database. Data w/ere sent to our statistician in late August, 2014,
Final checking and cleaning of data was very time consuming and the analyses were far more
complex than originally anticipated. Consequently, final results were received back in April
2015 so that we could prepare the final reports to MOMRP.

Task 8. Preparing Year Three Quarterly Reports (months 27, 30, 33, 36): Completed
Year Three, Quarter One’s report was submitted January 15, 2012. The Year Three,
Quarter Two report was submitted April 13, 2012. We were not required to submit a report for Year

Three, Quarter Three. The Year Three, Quarter Four {(Annual Report) report was submitted on
September 21, 2012.
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Task 9. Preparing Year Four Quarterly Reports (months 39, 42, 45, 48): Completed

We were not required to submit a report for Year Four, Quarter One. Year Four, Quarter
Two’s report was submitted April 15, 2013. Year Four, Quarter Three’s report was submitted June
26, 2013. The Year Three, Quarter Four (Annual Report) report was submitted on September 18,
2013.

Task 10. Preparing Year Five Quarterly Reports (months 51, 54, 57, 60): Completed

4.

5,

Year Five, Quarter One report was submitted January 15, 2014. The Year Five, Quarter 2
report was submitted April 7, 2014. We were not required to submit a report for Year Five, Quarter
Three. We were waiting on final financial reports to be processed by our grant foundation, The
Denver Research Institute (DRI). The final monthly statement of cash flow was received in March
of 2015. We then cross-checked these statements with our own tracking system to ensure all funds
were accounted for. The financial report for Year Five, Quarter 4, the final quarter of the grant, is
being submitted along with the Final Annual Report on April 24, 2015.

Kev Research Accomplishments:

* Conducted an initial feasibility phase of the study.
o Recognized important procedural issues that would be helpful to fix and received
regulatory approval on these minor modifications.
Received approval to send out a mass recruitment mailing to address low participation rates.
Results support primary study hypothesis
e Planning follow-up grants to assess cost effectiveness of blister packaging medications,
potential other ways blister packaging may be used as a suicide prevention intervention.

Conclusion:

Patients who received their medications in blister packs were more adherent at the 12-month
follow-up than patients who received their medications in standard pill vials, in support of the
primary study hypothesis. This difference was noted for the medication with which participants were
least adherent (i.e., the one they had the most trouble staying adherent with). Additionally, the change
in adherence (again, for the medication on which adherence was worst) from one month to 12 months
was significantly better for patients in the blister pack condition compared with the control condition.
Specifically, blister pack condition patients’ adherence improved by almost 29% whereas those in the
control condition worsened by almost 37%. The second hypothesis could not be tested as there were
no overdoses in either the blister pack or control condition. The first exploratory hypothesis, that
participants in the blister pack condition would have less symptom distress than those in the control
condition was supported. Specifically, between the one and three month assessments blister pack
condition participants’ symptom distress scores decreased, whereas control condition participants’
scores increased. The same pattern of differences was found between the one and six month follow-
ups. However, the changes were so small that they cannot be considered clinically significant. The
second exploratory hypothesis, that patients in the BP condition would have fewer negative
medical/psychiatric outcomes than patients in the control condition was not supported. There were no
significant differences between conditions in the number of emergency department visits, psychiatric
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inpatient hospitalizations, or other hospitalizations. There was only one intensive care unit admission
in the entire sample, and it was unrelated to a suicide attempt.

6. Publications, Abstracts, and Presentations:

L.

It was requested that the study present preliminary data and study progress at the 2014 VA
Research Day.

The study was accepted to present preliminary data collaborating with several other nationalily-
based studies. This symposium looked at Baseline Data from DoD and OEF/OIF Veteran clinical
trials at the 2014 American Association of Suicidology Annual Conference.

a.

Abstract from AAS Symposium: This symposium presented analyses of pooled data

from the baseline assessment point of 10 randomized clinical trials currently in progress
or recently completed with suicidal active duty Service Members or Veterans. While each
of these studies compares different clinical interventions, all baseline assessments were
conducted before randomization to treatment. Therefore, the combined baseline
assessments provide the opportunity to study a very large sample of the suicidal help-
seeking military population. The pooled dataset yielded over 1000 participants for this
symposium. All active duty and Veteran participants were recruited due to (a) recent
thoughts of ending their lives or recent suicide attempt or (b) presentation for medical or
behavioral treatment in a Department of Defense or Veterans Administration treatment
setting. Outcomes were suicidal ideation and suicide attempts at baseline and predictors
included military-specific information (such as number of combat deployments, active
duty vs Veteran, and rank/duty position), measures of psychological distress and
resiliency, PTSD symptoms, stressors, and family factors (such as marital status and
children). Both the outcomes and predictors are common or comparable between
multiple, if not ali, studies. Four specific presentations were included in this symposium,
each with the same outcomes: severity of suicidal ideation and the presence and lethality
of lifetime and recent suicide attempts. The four proposed presentations were: (1) Impact
of military-specific variables, e.g., number of combat deployments. Preliminary analysis
indicated no relationship between deployment and suicidal ideation or attempts; (2)
Impact of resiliency and psychological distress. Preliminary analysis indicated that both
higher PTSD symptoms as well as lower resiliency predict more severe suicidal ideation
and a recent attempt; (3) Impact of social factors and life stressors on suicidal ideation
and behavior; and (4) Differences between suicidal OEF/OIF Veterans compared to
active duty Service Members in their suicidal ideation and behavior as well as
psychological and other factors,
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3. The study was accepted to present preliminary psychometric data for the Self-Harm Behavior
Questionnaire (SHBQ; Gutierrez, Osman, Barrios & Kopper, 2001) at the 2013 American
Psychological Association Annual Convention.

a. Data from APA Poster:

N=205

The internal consistency reliability estimate (i.e., coefficient alpha) for the SHBQ total
score was .93, and the subscale alphas ranged from .96 - .98 (SHB=0.98, SHA=0.97,
SHT=0.96, SHI=0.96). We used the SHBQ total score cut-off of 22 to predict
membership in suicidal versus not suicidal groups based on the suicidality scale of the
M.LN.L. This resulted in sensitivity of .52 [95% CI (0.43, 0.62)] and specificity of 0.96
[95% CI(0.90, 0.99)]. We then ran a logistic regression with current suicidality (Y/N on
M.LN.L Suicide scale) as the outcome and SHBQ score as the predictor, the area under
the curve (AUC) was 0.90, 95% CI (0.86, 0.95). With a cut-off of 9 sensitivity = 0.87
(95% CI 0.80, 0.93) and specificity = 0.85 (95% CI 0.76, 0.92). With a cut-off of 10
Sensitivity = 0.86 (95% CI 0.79, 0.92) and specificity = 0.88 (95% CI 0.78, 0.94).

Assessment of the SHBQ's psychometric properties when used with high-risk Veterans
suggests that it is a valid and reliable measure of self-directed violence. Although the
published cut-off score (based on adult psychiatric inpatients) yielded acceptable
specificity, the sensitivity was unacceptably low for a measure of suicide risk. However,
follow-up analyses indicated that a more conservative cut-off score of 9 performs much
better and would yield reasonable results in clinical settings. While additional analyses
regarding other psychometric properties such as convergent and divergent validity need
to be conducted, we are encouraged about the potential for this measure in research and
clinical settings with Veterans at high risk of self-directed violence.

4. A book chapter describing the background for the study, methodological overview, and potential
impact of the findings has been published:

Gutierrez, P. M., Brenner, L. A., Wortzel, H., Harwood, J. E. F., Leitner, R., Rings, J., &
Bartlett, S. (2012). Blister packaging medication to increase treatment adherence and
clinical response: Impact on suicide-related morbidity and mortality. In J. Lavigne & J.
Kemp (Eds.), Frontiers in suicide prevention and research. Hauppauge, NY: Nova
Science Publishers, Inc.

5. The symposium described above in #2 is being written up as a special scction for the journal
Military Behavioral Health. Dr. Gutierrez is serving as the action editor for the special section
and will write an introductory article as well as contributing as a co-author to one of the four
articles in the special section. The articles will appear in the summer 2015 issue of the journal.

7. Inventions, Patents and Licenses:

N/A
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8. Reportable Qutcomes:

Prior to testing the study hypotheses participants in the blister pack (BP) and control (DAU)
conditions were compared demographic and clinical variables to confirm there were no issues with
randomization to condition. Significant differences were found for the following variables: there
were 8% more males in the control condition, 12% more participants in the control condition had a
service connection for a military incurred disability, control condition participants were taking an
average of 1.5 more medications, 13% more participants in the blister pack condition had been
diagnosed with alcohol abuse, and 12% more participants in the blister pack condition had been
diagnosed with alcohol dependence. As a result, these variables were controlled for in all analyses.

To test the primary hypothesis that patients in the Blister Pack (BP) condition would have
better treatment adherence with their regular prescription medications, as assessed by their monthly
Brief Adherence Rating Scale (BARS) rating, than patients in the Dispense as Usual (DAU) condition
we ran a natural-spline varying coefficient model that accounted for dropout and allowed each group
to have a nonlinear change in distance from adherence over time. This model allowed the change in
distance from adherence to vary smoothly as a function of dropout time and we searched to determine
the appropriate degrees of freedom for each group, using the minimum Akaike’s Information
Criterion (AIC) to make the determination.

For the nonlinear piece, we first searched for the appropriate degrees of freedom for each
group (bspline transformation on time), fixed those and then ran the search for the degrees of freedom
on the dropout time. The outcome of adherence was modeled in two ways: 1) the MEAN distance
from perfect adherence for all medications by month within a participant and 2) the MAXIMUM
(worst) distance from perfect adherence by month within a participant (the medication with the worst
adherence may change from month to month). The final MEAN distance from adherence model
included 1 degree of freedom (df) on time for the BP group (linear) and 2 df on time for the conirol
group. Regarding dropout time, 1 df for the BP group and 3 df for the control group were found to
have the lowest AIC. With this model, each dropout time had its own curve and the marginal curve is
the weighted average of the dropout-varying curves. The final MAX distance from adherence model
included 1 and 3 df on time for the BP and control groups, respectively and 1 df for both groups on
dropout.

Since we estimated the dropout distribution when calculating the marginal curve, we utilized
a bootstrap to determine the 95% confidence intervals associated with the estimates at specific times,
estimates of change, and corresponding differences between the conditions. We ran 5000 bootstrap
models, where each of the 5000 datasets was made up of a random sample, with replacement, of the
original dataset, making sure that the group sizes remained consistent.

We looked at the difference in change from 1 month to 6, 9, and 12 months. Also, given the
nonlinear fit, we cannot compare slopes. The table below displays the results. All results are in the
expected direction — Significance was not achieved for MEAN distance from adherence, but the
difference at 1 year and the difference in change from 1 month to 1 year are significant for
MAX distance from adherence.
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Due to group differences and a priori decisions, the final model controlled for gender, service
connection, number of medications at enrollment, alcohol abuse, alcohol dependence, time-varying
SF-36 mental health and physical health scores and time-varying PRN use (yes/no).

HIGHER NUMBERS INDICATE WORSE ADHERENCE OR A WORSENING IN ADHERENCE
DIFFERENCE IS CONTROL MINUS BP

Estimated MEAN Percent Distance from Adherence with bootstrapped 95% Cls

Estimate BP Group Control Difference
I month 20.60 24.42 3.82
(16.91,24.31) (19.56, 29.69) (-2.39, 10.38)
3 months 20.63 24.84 422
(17.56,23.82) (19.43,30.28) (-2.42, 10.62)
6 months 20.68 26.15 6.47
(17.47,24.30) (17.74, 34.49) (-4.25,17.87)
9 months 20.73 32.56 11.83
(16.24, 26.01) (18.57,49.49) (-4.10,29.43)
12 months 20.79 39.82 19.03
(14.57,28.05) (20.21, 62.24) (-3.40, 42.30)
Change 1 to 3 months 0.035 0.432 0.397
(-1.42, 1.67) (-4.01, 6.55) (-4.45,5.61)
Change 1 to 6 months 0.087 2.74 2.65
(-3.54,4.16) (-7.49, 14.86) (-8.71, 14.84)
Change 1 to 9 months 0.138 8.14 8.01
(-5.66, 6.66) (-6.86, 25.94) (-9.09, 26.27)
Change 1 to 12 months 0.191 15.4 15.21
(-7.79, 9.16) (-5.09, 38.77) (-8.45, 39.32)

Estimates are calculated at the overall mean gender, service connection, number of meds at
enroflment, alcohol abuse, alcohol dependence, SF-36 mental health and physical health scores
(mean of subject means) and PRN use (mean of subject means)
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Estimated MAX Percent Distance from Adherence with bootstrapped 95% Cls

Estimate BP Group Control Difference
A 71.46 65.15 631
(54.04, 94.07) (54.62, 76.43) (-30.87, 14.40)
s months 60.06 68.00 7.94
(52.06, 68.30) (57.42, 78.59) (-5.85, 21.69)
P 63.01 74.94 11.93
(54.35,73.39) (55.58, 99.82) (-11.38, 38.67)
o months 6351 86.86 2335
(51.79, 78.56) (56.54, 126.05) (-12.97, 63.80)
P 4263 101.75 59.12
(24.52, 63.65) (56.67, 155.28) (6.62, 112.18)
114 2.85 1425
Change 1 to 3 months (-31.85, 4.74) (-7.55, 15.90) (-6.10,37.17)
845 9.79 1824
Change I to 6 months (-33.36, 12.14) (-13.25, 39.45) (-15.75, 54.12)
7.95 2071 2967
Change 1 to 9 months (-31.42, 13.48) (-11.89, 64.26) (-13.49, 74.89)
28.83 36.60 65.44

Change 1 to 12 months

(-61.36, 2.06)

(-10.60, 93.54)

(5.72, 126.14)

Estimates are calculated at the overall mean gender, service connection, number of meds at
enrollment, alcohol abuse, alcohol dependence, SF-36 mental health and physical health scores
(mean of subject means) and PRN use (mean of subject means).
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A secondary hypothesis was that patients in the BP condition will have significantly better
treatment adherence with their PRN medications, as assessed by their monthly BARS-PRN
rating, than patients in the DAU condition. This hypothesis was not supported, as the next two

tables iHustrate.

Estimated MEAN Percent Distance from Adherence — PRN - with bootstrapped 95% Cls
Estimate BP Group Control Difference
A 3.87 412 0.249
(2.19, 5.86) (2.51, 5.96) (-2.35,2.79)
3 months 3.42 3.75 0.324
(2.12, 5.07) (2.30, 5.43) (-1.89, 2.43)
A 2.75 3.19 0.436
(1.66,4.27) (1.57,5.22) (-1.84, 2.64)
A 2.0 2.63 0.548
(0.652, 3.98) (0.442, 5.41) (-2.43,3.48)
1.42 2.08 0.660
12
12 months (0,3.97) (0, 5.75) (-3.41, 4.63)
- 20.445 20371 0.075
Change 1 to 3 months (-1.03, 0.150) (-1.04, 0.330) - (-0.813, 0.937)
1 20.926 0.189
Change 1 to 6 months (-2.58, 0.374) (:2.59, 0.825) (-2.03, 2.34)
178 148 0.299
Change 1 to 9 months (-4.12, 0.598) (-4.15, 1.32) (-3.25, 3.75)
2.45 2.04 0411
Change 1 to 12 months (-5.67, 0.823) (-5.70, 1.82) (-4.47,5.15)

Estimates are calculated at the overall mean gender, service connection, number of meds at

enrollment, alcohol abuse, and alcohol dependence.
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Estimated MAX Percent Distance from Adherence — PRN - with bootstrapped 95% Cls

Estimate BP Group Control Difference
R 9.51 §.33 118
(5.06, 14.27) (4.81, 13.07) (-7.34, 4.53)
A 8.46 7.53 0.935
(5.06, 12.41) (4.77, 10.80) (-5.97, 3.50)
P 6.89 6.32 -0.574
(4.26, 10.60) (3.12, 10.33) (-5.69, 3.88)
N 532 511 0213
(1.80, 10.42) (0.424, 10.99) (-7.32, 6.13)
e 3.76 3.91 0.147
(0, 10.95) (0, 12.04) (-9.75, 9.20)
11.04 20.804 0.240
Change 1 to 3 months (-2.46, 0.673) (-2.30, 0.889) (-2.08, 2.39)
261 201 0.601
Change 1 to 6 months (-6.15, 1.68) (-5.75,2.22) (-5.21,5.98)
418 3.22 0.962
th
Change 1 to 9 months (:9.83, 2.69) (-9.20, 3.55) (-8.33,9.57)
575 442 132
Change 1 to 12 month
ange T 10 14 months (-13.52, 3.70) (-12.65, 4.89) (-11.45, 13.16)

Estimates are calculated at the overall mean gender, service connection, number of meds at

enrollment, alcohol abuse, and alcchol dependence.

The second primary hypothesis was that patients in the BP condition will have fewer overdoses,
as assessed by Self-Harm Behavior Questionnaire (SHBQ) data, than patients in the DAU
condition. This hypothesis could not be tested as there were no overdoses in either condition.
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Two exploratory hypotheses were also proposed. The first was that patients in the BP condition
will report less symptom distress, as assessed by the Outcome Questionnaire (OQ-45), than
patients in the DAU condition. This hypothesis was supported, with significant differences noted
in the change between 1 and 3 months as well as between 1 and 6 months, as illustrated in the
following table. But the magnitude of the differences is too small to be clinically significant.

Estimated OQ-45 - with bootstrapped 95% Cls

Estimate BP Group Control Difference
N 75.74 7132 442
(71.18, 80.45) (66.25, 76.32) (-11.52, 3.59)
A 73.45 71.92 1153
Onns (68.92, 77.95) (66.62, 77.07) (-8.80, 5.52)
6 months 71.47 72.82 135
(66.40, 76.14) (66.37,79.17) (-6.77,9.69)
o month 7172 73.72 2.00
OnHs (66.18, 76.57) (65.50, 81.96) (-7.58, 12.05)
I 7339 74.63 124
(66.14, 79.90) (64.40, 85.03) (-10.68, 14.11)
228 0.601 2.89
Cha'fge I'to 3 months (-4.23,-0.342) (-0.945, 2.20) (0.412, 5.52)
~4.26 1.50 5.77
Change I to 6 months (-8.00, -0.621) (-2.36, 5.50) (0.552, 11.29)
401 2.41 6.42
Change I to 9 months (-8.68, 0.299) (-3.78, 8.81) (-0.933, 14.57)
235 331 5.66
Changs | o 12 montiis (-9.27, 4.01) (-5.20,12.11) (-4.62,17.07)

Estimates are calculated at the overall mean gender, service connection, number of meds at
enrollment, alcohol abuse, alcohol dependence, and PRN use (mean of subject means).
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We also tested for differences between conditions on the three OQ-45 subscales. Significant
differences were found for Symptom Distress (SD) in the change from | month to 3 months, 1
month to 6 months, and 1 month to 9 months. Participants in the blister pack condition improved,
whereas participants in the control condition worsened. But as can be seen in the following table,
the changes across comparison points and the differences across conditions were quite small, and
not clinically significant. Average scores on SD were above the clinical cut-off of 36 at all time

points, and a change of 10 or more points is considered clinically meaningful.

Estimated OQ-45 — SD subscale with bootstrapped 95% Cls

Estimate BP Group Control Difference
. 4461 41.78 2.83
m (41.55, 47.48) (38.77, 44.81) (-6.98, 1.50)
3 monthe 43.44 4232 112
m (10.48, 46.32) (39.15, 45.45) (-5.45,3.19)
¢ monthe 42.19 43.15 0.96
(39.06, 45.32) (39.20, 47.01 (-4.08, 6.00)
o monthe 41.71 43.97 2.26
(38.51, 45.00) (39.06, 48.77) (-3.70, 8.15)
N 4171 44.79 3.08
(37.47, 46.15) (38.57. 50.85) (-4.59, 10.58)
117 0.549 1.72
Ehiange [ (0 3 months (-2.29,-0.001) (-0.409, 1.47) (0.225,3.13)
2.42 137 3.79
h
Change 1 to 6 months (-4.50, -0.188) (-1.02, 3.67) (0.530, 6.82)
. 2.90 220 5.10
Changsi to Yimpnths (-5.49, -0.060) (-1.64, 5.87) (0.308, 9.61)
2.90 3.02 5.92
Change I to 12 months (-7.05, 1.37) (-2.25, 8.07) (-0.880, 12.56)

Estimates are calculated at the overall mean gender, service connection, number of meds at
enrollment, alcohol abuse, alcohol dependence, and PRN use (mean of subject means).
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For the Interpersonal Relations (IR) subscale significant improvement was seen for participants in
the blister pack condition as supported by the change from 1 month to 3 months and 1 month to 6

months. Scores at all time points were above the clinical cut-off of 15. Again, as illustrated in the

table below, these changes were quite small (changes of 8 or more points are considered clinically
meaningful). Additionally, there were not significant differences in the degree of change in the

two conditions.

Estimated QQ-45 — IR subscale with bootstrapped 95% Cls

Estimate BP Group Control Difference
- 18.92 1854 0381
(17.76, 20.06) (17.15, 19.93) (-2.14, 1.51)
N 1831 1831 20.004
(17.12, 19.46) (16.95, 19.72) (-1.84, 1.90)
A 17.76 1823 0.464
(16.40, 19.06) (16.57, 19.99) (-1.69, 2.69)
N 17.80 18.59 0.791
(16.34, 19.18) (16.43, 20.80) (-1.81,3.53)
B 1820 19.20 1,00
(16.21, 20.08) (16.36,21.14) (-2.40, 4.65)
0614 0237 0377
i
Change 1 to 3 months (-1.15, -0.066) (-0.815, 0.351) (-0.458, 1.16)
1,16 0313 0.845
hange |
Change 1 t0 6 months (-2.12, -0.181) (-1.60, 1.01) (-0.817, 2.46)
113 0.047 17
Change 1 to 9 months (-2.26, 0.009) (-1.83, 1.98) (-1.00, 3.43)
20725 0.658 138
Change 1 to 12 months (-2.47, 0.946) (-1.95, 3.35) (-1.67, 4.59)

Estimates are calculated at the overall mean gender, service connection, number of meds at
enrollment, alcohol abuse, alcohol dependence, and PRN use (mean of subject means)
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Finally, participants in the blister pack condition demonstrated significant improvement in Social
Role (SR) scores from 1 month to 3 months and | month to 6 months. The degree of change
across conditions was significant from 1 month to 3 months, with participants in the blister pack
condition improving and participants in the control condition worsening. As illustrated below,
although many mean scores were below the clinical cut-off of 12, those scores fell within the
confidence intervals at all points and therefore are considered in the clinical range. The degree of
significant change noted in all scores is well below the 7 points required to be considered

clinically important.

Estimated OQ-45 — SR subseale with bootstrapped 95% Cls

Estimate BP Group Control Difference
o 12.20 125 20.950
(11.17, 13.23) (1037, 12.17) (-2.32, 0.470)
T 11.60 11.24 20353
(10.62, 12.45) (1031, 12.24) (-1.63, 1.11)
. 1127 1124 20.038
(10.08, 12.20) (10.10, 12.45) (-1.46, 1.74)
- 11.84 11.23 0.613
montis (10.42, 12.94) (9.83, 12.77) (-2.30, 1.64)
D 12.97 .22 1176
months (11.09, 14.42) (9.51, 13.10) (-3.84, 1.05)
20.603 20.006 0.597
I
Change 1 to 3 months (-1.15, -0.148) (-0.269, 0.274) (0.062, 1.22)
20928 20015 0913
Change |t 6 months (-2.03, -0.011) (-0.671, 0.685) (-0.209, 2.27)
20361 20.024 0.337
Change 1 to 9 months (-1.80, 0.777) (-1.07, 1.10) (-1.18,2.19)
0.772 20.033 20.805
Change 1 to 12 months (-1.13, 2.25) (-148,1.51) (-2.80, 1.66)

Estimates are calculated at the overall mean gender, service connection, number of meds at
enrollment, alcohol abuse, alcohol dependence, and PRN use (mean of subject means)
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The second expioratory hypothesis was that patients in the BP condition would have fewer
negative medical/psychiatric outcomes (i.e., emergency department (ED) visits, intensive care
unit (ICU) admissions, and psychiatric inpatient admissions) for suicide-related behaviors, as
assessed by the SHBQ, than patients in the DAU condition. This hypothesis was not supported, as
illustrated in the table below. Additionally, there was only one ICU admission during the entire
study, and it was unrelated to a suicide attempt. We used Poisson regression with time as an
offset (as subjects were followed for different lengths of time) to model the number of events as a
function of group, controlling for sex, service connection, number of medications at enrollment,
alcohol abuse and alcohol dependence.

Outcome . Estimated percent 95% CI p-value
increase due to BP group

ER 15.0% (-14.5%, 54.6%) 0.36

Psych 68.5% (-7.6%, 207.2%) 0.09

Other 9.6% (-33.0%, 79.5%) 0.71

The analyses were then re-run using logistic regression to model any event occurring (y/n) for a
participant rather than the number of events.

Outcome OR 95% CI p-value
ER 0.83 (0.48, 1.41) 0.48
Psych : 1.94 (0.65,5.79) 0.24
Other 0.96 (0.47,1.94) 0.90

Taken together, the results of this study indicate that patients benefit from having their
medications dispensed in blister packs. The results of change in adherence for the medication
with which patients exhibited the worst adherence suggest that the impact of blister packaging
builds over time. The blister pack participants’ adherence gradually improved from 1 month to 12
months, whereas the control condition participants got worse. It was at the 12 month comparison
that the differences became statistically significant. And it was the change from 1 month to 12
months that was also significant. The data do not allow for direct tests of causal mechanisms
explaining how blister packaging facilitates better adherence, but several hypotheses seem
plausible. First, blister packaging may change patients’ relationship with their medications.
Because of the visual cues provided by empty versus full blisters, it is easier for patients to know
when they have and have not taken their medications. This may in turn increase their sense of
control over their medical care and lead to increased self-cfficacy secondary to taking
medications. Participants in the blister pack condition knew they were in the experimental arm
and may have experienced some increased social demand to be adherent. It is also possible that
their greater awareness of how they were taking their medications facilitated better
communication with their providers, which in turn reinforced continued adherence. We know
anecdotally from satisfaction questionnaires completed at the final follow-up that patients
believed having their medications blister packed increased their awareness of what they were
taking, how they were taking it, and why. Another possible benefit of blister packaging is
indirectly supported by the results of differences in symptom distress reported by the two groups.
Although both groups were above the clinical cut-off on the total Outcome Questionnaire-45
(0Q-45) score, indicating meaningful levels of distress experienced relative to their symptoms,
we observed a decrease in scores for those in the blister pack condition and an increase for those
in the control condition. The changes in scores between months 1 and 3 as well as between
months | and 6 were statistically significant such that the participants in the blister pack condition
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were reporting less symptom distress than those in the control condition. Similar patterns were
noted for all three subscale scores of the OQ-45 where blister pack conditions participants
improved and control condition participants reported increased distress. However, the degree of
change and magnitude of statistically significant changes were not clinically significant. A
tentative explanation for these changes is that as participants in the blister pack condition became
more adherent they felt better emotionally and physically. Feeling better may have then made it
easier to be adherent, because they were able to recognize a benefit of how they had been taking
their medications. However, without adequate statistical power to test this assumption, future
research is necessary to determine if blister packaging medication has a meaningful impact on the
clinical benefit patients derive from taking their medications with better adherence to the
prescribed regimen.

Although several group comparisons were not significant, the variance observed in the
two groups also indirectly supports the benefit of blister packaging. Across types of medications
(data not shown, but available on request} we consistently noted that there was less variability in
adherence for participants in the blister pack condition and much more for those in the control
condition. Additionally, participants in the blister pack condition tended to exhibit improvements
in adherence over time (even when not statistically significant) whereas those in the control
condition tended to exhibit worsening adherence over time.

We were not able to test the suicide-prevention hypothesis, though from a patient safety
standpoint this was a very good thing. There were no overdoses in either condition. This finding
is in itself somewhat surprising given the high risk sample and frequency of suicide attempts by
overdose seen in Veteran patients. Because there were no overdoses in either condition, we
cannot attribute this finding to how their medications were packaged. However, we do believe
that another aspect of the study design may have at least contributed 1o the absence of overdoses.
In order to reduce participant attrition, efforts were made to maintain frequent contact with
participants over the course of the entire study. At the baseline appointment multiple contact
information was gathered, the first follow-up appointment was scheduled, and participants were
notified that study staff would be in regular contact with them regarding reminders about follow-
up appointments. Participants were also told to feel free to contact study staff at any time with
questions or issues related to the study. We ended up fielding many calls from participants which
had a case management feel to them. For example, they needed a refill on a prescription and were
reminded of how to request one. Also as part of the retention efforts, study staff always made
general inquiries when speaking with participants about how they were doing, took notes, and
made reference to important events on subsequent contacts. For example, asking how a family
vacation had gone, or wishing someone a happy birthday. These efforts clearly had the planned
effect on attrition rates, as our overall retention rate for the study was 55% (see dropout
distribution for details).
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Dropout Distribution

<30 30-89 | 90-149 | 150-209 | 210-269 | 270-329 | 330-360+ | p-value

days
Overall 4(2%) | 15 (6%) | 13 (5%) | 22 (9%) 25 30 134
(n=243) (10%) | (12%) (55%)
BP (n=120) 2(2%) | 6(5%) | 6(5%) 14 13 19 60 (50%)

| (12%) | (11%) | (16%) 0.43

Control 2(12%) | 9(7%) | T(6%) | 8 (7%) 12 11 (9%) | 74 (60%) '
(n=123) | (10%)

But we believe that there may have been an unintended clinical benefit as well.
Specifically, participants felt cared for and strongly connected to the study staff. We believe those
feelings had an overall positive effect on participants’ functioning. Also, the study safety protocol
required sharing newly collected information regarding suicide risk with participants’ providers.
Specifically, when a research assistant or study coordinator learned about new onset risk not
documented in the patient’s most recent clinical note in their electronic medical record they were
required to inform the patient’s provider of what they had learned. Patients were at times directly
escorted from the study offices to their clinician’s office for an emergency appointment, to the
psychiatric emergency services in the outpatient mental health clinic, and on rare occasions an
inpatient psychiatric hospitalization was facilitated. This level of monitoring is not standard
practice and quite likely contributed to increased patient safety.

We believe that the observed significant benefits of blister packaging medications for
patients at high risk of suicide justify further study to determine how this approach can best be
used to manage suicide risk, improve patient functioning, and provide a cost-effective element of
comprehensive care.

9. Other Achievements:

N/A
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meeting of the Society for Research in Child Development, Minneapolis, MN, April 21, 2001.

Gutierrez, P.M., Rodriguez, P. J., & Garcia, P. Minority suicide risk. Presented at the American
Association of Suicidology annual conference, Los Angeles, CA, April 13, 2000.

Kopper, B. A., Gutierrez, P. M., Osman, A., Barrios, F. X., Baker, M. T, & Haraburda, C. M. Reasons
for Living Inventory for Young Adults: Psychometric properties. Presented for Division 17 -
Counseling Psychology - at the annual convention of the American Psychological Association,
Washington, DC, August 5, 2000.

Kopper, B. A., Gutierrez, P. M., Osman, A., Barrios, F. X, & Bagge, C. L. Assessment of suicidal
ideation in college students. Presented for Division 17 - Counseling Psychology - at the annual
convention of the American Psychological Association, Washington, DC, August 5, 2000.

Guzierrez, P. M., Rubin, E. C., & Blacker, D. A preliminary investigation of the role of suicide exposure
and attitudes about death on adolescent suicidal ideation. Presented at the Midwestern
Psychological Association annual conference, Chicago, IL, May 4, 2000.

Martin, H., & Gutierrez, P. M. The role of mediating factors on the long-term relationship between early

parental death and later depression and anxiety. Presented at the Midwestern Psychological
Association Annual Conference, Chicago, IL, May 4, 2000.
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Kopper, B. A., Osman, A., Gilpin, A. R., Panak, W. F., Barrios, F. X., Gutierrez, P. M., & Chiros, C. E.
The Multi-Attitude Suicide Tendency Scale: Further validation with adolescent psychiatric
inpatients. Presented at the annual convention of the American Psychological Association,
Boston, MA August 22, 1999.

Kopper, B. A., Osman, A., Linehan, M. M., Barrios, F. X., Gutierrez, P. M., & Bagge, C. L. Validation
of the Adult Suicide Ideation Questionnaire and the Reasons for Living Inventory in an adult

psychiatric inpatient sample. Presented at the annual convention of the American Psychological
Association, Boston, MA August 22, 1999.

Osman, A., Bagge, C. L., Barrios, F. X,, Gutierrez, P. M., & Kopper, B. A. Receiver operating
characteristic curve analyses of the Beck Depression Inventory - Il in adolescent psychiatric
inpatients. Presented at the Kansas Conference in Clinical Child Psychology, Lawrence, KS,
October 9, 1998,

Osman, A., Bagge, C. L., Gutierrez, P. M., Kopper, B. A., & Barrios, F. X. Validation of the Reasons for
Living Inventory for Adolescents (RFL-A) in a clinical sample. Presented at the Kansas
Conference in Clinical Child Psychology, Lawrence, KS, October 9, 1998.

Kopper, B. A., Osman, A., Hoftman, J., Gutierrez, P. M., & Barrios, F. X. Reliability and validity of the
BDI-II with inpatient psychiatric adolescents. Presented at Division 12 - Clinical Psychology - at
the annual convention of the American Psychological Association, San Francisco, CA, August
16, 1998,

Gutierrez, P. M., & Hagstrom, A. H. Uses for the Multi-Attitude Suicide Tendency Scale. Presented at the
American Association of Suicidology annual conference, Bethesda, MD, April 17, 1998,

Guiierrez, P., & Williams, J. Children’s understanding of death. Presented at the Midwestern
Psychological Association annual meeting, Chicago, IL, May, 3, 1991.

GRANTS:

10/12-9/15 Department of Veterans Affairs National Center for Patient Safety; Advisory Board
member (P Monica Matthieu, Ph.D., LCSW); $569,222 for Patient Safety Center of
Inquiry for Suicide Prevention.

7/12-7/15 Military Suicide Research Consortium; Principal Investigator; $2,381,228 for Toward a
Gold Standard for Suicide Risk Assessment for Military Personnel.

3/11-2/13 Department of Defense, Military Operational Medicine Research Program, grant;
Consultant (PI Steven Vannoy, Ph.D., MPH); $1,354,386 for Development and
Validation of a Theory Based Screening Process for Suicide Risk,

3/11-3/15 Department of Defense, Military Operational Medicine Research Program,
grant; Co-Investigator; $3,400,000 for A Randomized Clinical Trial of the
Collaborative Assessment and Management of Suicidality vs. Enhanced
Care as Usual for Suicidal Soldiers.
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9/10-9/15

9/09-9/14

5/09-5/10

5/08-5/09

Department of Defense, Military Operational Medicine Research Program,
grant; Principal Investigator: jointly with Thomas Joiner, Ph.D., Florida
State University; $15,000,000 (additional $15,000,000 going to FSU) for
Military Suicide Research Consortium,

Department of Defense, Military Operational Medicine Research Program,
grant; Principal Investigator; 81,173,408 for Blister Packaging Medication
to Increase Treatment Adherence and Clinical Response: Impact on
Suicide-related Morbidity and Mortality.

Colorado TBI Trust Fund Education grant; $8427 to support the hosting of
a conference of national experts in suicide safety planning and TBI rehabilitation.

Colorado TBI Trust Fund Education grant; $5,000 to support the hosting of a conference
of national experts in assessment of TBI and suicide risk and the role of executive
dysfunction in linking the two problems.

HONORS AND AWARDS:

2014

2005

2003

Roger J. Tierney Award for Service, American Association of Suicidology.

Shneidman Award for Significant Contributions to Suicide Research, American
Association of Suicidology.

Outstanding Young Alumni, Winona State University

PROFESSIONAL SERVICE:

6/14-8/14

1/12-

1/12-

4/09-

4/09-4/11

3/09-12/09

5/07-10/08

4/07-4/09

3/06-3/07

Expert Adviser for the Royal Australian & New Zealand College of Psychiatrists Clinical
Practice Guidelines Project on Deliberate Self-harm, Prof. Gregory Carter, Chair

Department of Psychiatry Faculty Promotions Committee

Editorial Board Member, Archives of Suicide Research, Barbara Stanley, Ph.D., Editor-
in-Chief

Associate Editor, Swicide and Life-Threatening Behavior, Thomas Joiner, Ph.D., Editor-
in-Chief.

Past-president, Board position, of the American Association of Suicidology.

U. S. Army Suicide Reduction and Prevention Research Strategic Planning Workgroup,
Soldier Identification and Case Management Expert Lead.

Member of the International Advisory Board for the Australian National Study of Self
Injury (ANESSI), Professor Graham Martin, Director.

President of the American Association of Suicidology.

Reviewer for National Registry of Evidence-based Programs and Practices, Substance
Abuse and Mental Health Services Administration.
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4/05-4/07

2/04-4/09

11/02-6/06

3/02-1/06

4/00-4/03

4/99-

1998-2002

7/98-4/00

1698-2006

1997-2006

President-Elect of the American Association of Suicidology.

Consulting Editor and Editorial Board member, Suicide and Life-Threatening Behavior,
Morton M. Silverman, M.D., Editor-in-Chief.

Member, Illinois Suicide Prevention Strategic Planning Task Force, Illinois Department
of Public Health.

Member, American Association of Suicidology Institutional Review Board.
Director, Research Division, American Association of Suicidology.

Ad hoc reviewer for Psychiatry Research; Journal of Personality Assessment; American
Journal of Public Health; Internal Journal of Circumpolar Health; Death Studies; Social
Problems; Journal of Adolescent Research; Child Abuse and Neglect; British Jowrnal of
Clinical Psychology; Journal of Clinical and Consulting Psychology; Journal of
Abnormal Psychology, International Journal of Psychology; Archives of Suicide
Research; American Journal of Orthopsychiatry; Journal of Mental Health Counseling;
Crisis.

Member, North Central Association Outcomes Endorsement Team for Auburn High
School, Rockford, IL.

Chair, Publications Committee, American Association of Suicidology.

Director, Adolescent Risk Project, Auburn High School, Rockford, IL.
Combined research and suicide risk screening project.

Faculty Associate of the Center for Latino and Latin-American Studies at Northern
Illinois University.

MEMBERSHIP IN PROFESSIONAL ORGANIZATIONS:

2010-

2007-

2003-2010

1999-

1998-2010

1997-2007

1996-

International Academy for Suicide Research, Fellow

Colorado Psychological Association

International Academy for Suicide Research, Associate Member
APA Div. 12, Section VII, Clinical Emergencies and Crises

APA Div. 53, Society of Clinical Child and Adolescent Psychology
Midwestern Psychological Association

American Association of Suicidology
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A2 Book Chapter

1. A book chapter describing the background for the study, methodological overview, and potential
impact of the findings has been published:

Gutierrez, P. M., Brenner, L. A., Wortzel, H., Harwood, J. E. F., Leitner, R., Rings, J., &
Bartlett, S. (2012). Blister packaging medication to increase treatment adherence and
clinical response: Impact on suicide-related morbidity and mortality. In J. Lavigne & .
Kemp (Eds.), Frontiers in suicide prevention and research. Hauppauge, NY: Nova
Science Publishers, Inc.

ABSTRACT:

Medication overdoses account for substantial numbers of cases of self-directed violence (SDV) in
several segments of the United States (US) population. The purpose of the study described in this
chapter is to determine if medication administration via blister packaging is associated with an
increase in treatment adherence and a decrease in intentional overdoses among a high risk
population of patients either discharged from psychiatric inpatient units or receiving care in
outpatient mental health or substance abuse clinics. As such the research aims of the project to be
described are as follows: 1) To explore whether blister packaging medication decreases overall
symptom distress; 2) To explore whether blister packaging medication reduces additional
negative medical and psychiatric outcomes (e.g., emergency department admissions, psychiatric
hospitalizations); and 3) To explore whether blister packaging medication reduces health care
utilization (e.g., clinic visits). If hypotheses are supported, findings from this study will provide
evidence that this means of dispensing prescription medications decreases suicide risk through
two mechanisms. Specifically, it is expected that increasing adherence will result in a decrease in
symptoms reported as well as overall psychological distress. This alone would be expected to
decrease an individual’s suicide risk. Also, creating appropriate means restriction should result in
reduced morbidity and mortality resulting from intentional and accidental overdoses. The
theoretical and empirical background, rationale, methods, and measures described in this chapter
should help clinicians to appreciate the potential utility of blister packaging medications for their
high-risk patients and provide researchers with a promising line of study in the realm of suicide
means restriction.

A3, Study Questionnaires and surveys

We were informed that since a copy of these measures is already in our files, it was not necessary to
include copies of the questionnaires in the final report.
a. Demographic Questionnaire

MINI — The Mini-International Neuropsychiatric Interview
The Outcome Questionnaire-45 (0Q-45)

The Medical Qutcomes Study Short Form-36 (SF-36)
Self-Harm Behavior Questionnaire (SHBQ)

Brief Adherence Rating Scale (BARS)

Modified BARS (BARS-PRN)

Narrative Evaluation of Intervention Interview (NEII)
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